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This is to certify that the quality system of: 
 

Biosintex S.R.L. 
4 Vladiceasca Str. 
077168  Snagov 
Romania 
 
 
 
For design, production and final product inspection/testing of:  
 

Sterile surgical sutures 
 
 
 
Has been assessed with respect to:  
 

The conformity assessment procedure described in Annex II of 
Council Directive 93/42/EEC on Medical Devices, as amended 
 
and found to comply. 
 
 
 
Further details of the product(s) and conditions for certification are given overleaf. 
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Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om 
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services. 
 
Certificate history: 

Revision Description Issue Date 

 Original Certificate   2018-11-01 

1.0 Change of product name  2019-09-11 

 

Products covered by this Certificate: 

Product Description Product Name Class 

Surgical suture with 
/without needle 
 

DACRIL- Polyglycolic acid multifilament 
coated absorbable   
DACRIL RAPID- Polyglycolic acid 
multifilament coated fast absorbable 
DACRIL 910 - Poly(glycolide-co-Lactide) 
(90/10) multifilament coated absorbable 
PDO-x - Polydioxanone monofilament 
absorbable 
MONO-x - Poly(glycolide-co-caprolactone) 
(75/25) monofilament absorbable 
BIOPRO- Polypropylene monofilament non-
absorbable 

III* 

   

 
 * Design assessment is covered by a separate EC-Design Examination Certificate No.:  
13464-2018-CE-CZS-NA-PS 
    

Sites covered by this certificate  

 

Site Name Address 

BIOSINTEX S.R.L. 4 Vladiceasca Str., RO 077168, Snagov, Romania 
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Terms and conditions 

The certificate is subject to the following terms and conditions: 
 Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a 

defect in his product(s), in accordance with directive 85/374/EEC, as amended, 
concerning liability of defective products. 

 The certificate is only valid for the products and/or manufacturing premises listed above. 
 The Manufacturer shall fulfil the obligations arising out of the quality system as approved 

and uphold it so that it remains adequate and efficient. 
 The Manufacturer shall inform Presafe of any intended updating of the quality system 

and Presafe will assess the changes and decide if the certificate remains valid. 
 Periodical audits will be held, in order to verify that the Manufacturer maintains and 

applies the quality system. Presafe reserves the right, on a spot basis or based on 
suspicion, to pay unannounced visits. 
 

The following may render this Certificate invalid: 
 Changes in the quality system affecting production. 
 Periodical audits not held within the allowed time window. 

 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC 
declaration of conformity and legally affix the CE mark followed by the Notified Body 
identification number of Presafe. 

 
 

 
End of Certificate  
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This is to certify that: 
 

Sterile surgical sutures 
 
Manufactured by: 
 

Biosintex S.R.L. 
4 Vladiceasca Str. 
077168  Snagov 
Romania 
 
 
Has been assessed with respect to:  
 

Examination of the design of the product as described in Annex II 
section 4 of Council Directive 93/42/EEC on Medical Devices, as 
amended 
 
 
and found to comply. 
 
 
Further details of the product(s) and conditions for certification are given overleaf. 
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Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk 
Utstyr” by the Norwegian Ministry of Health and Care Services. 
 

 

Certificate history: 

 Revision Description Issue Date 

 Original Certificate  2018-11-01 

1.0 Change of product name 2019-09-11 

 

Products covered by this Certificate: 

Type of medical device and identification no.:  
 
Sterile surgical sutures 
 

Medical Device Class: 
 

III 

Short description of the Medical Device: 
 
Surgical sutures with or without needle. 
 
DACRIL - Polyglycolic acid multifilament coated, absorbable 
DACRIL RAPID - Polyglycolic acid multifilament coated, fast absorbable 
DACRIL 910 - Poly(glycolide-co-Lactide)(90/10) multifilament coated, absorbable 
PDO-x- Polydioxanone monofilament, absorbable 
MONO-x- Poly(glycolide-co-caprolactone) (75/25) monofilament, absorbable 
BIOPRO- Polypropylene monofilament, non-absorbable 
 
All the sutures are sterilized by Ethylene Oxide. 
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Terms and conditions 

The certificate is subject to the following terms and conditions: 
 Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a 

defect in his product(s), in accordance with directive 85/374/EEC, as amended, 
concerning liability of defective products. 

 The certificate is only valid for the products and/or manufacturing premises listed above. 
 The Manufacturer shall inform Presafe of any intended change of the products detailed 

above and Presafe will assess the changes and decide if the certificate remains valid. 
 
The following may render this Certificate invalid: 

 Changes in the design of the products to which this Certificate refers. 
 Changes in requirements of the scheme to which this Certificate refers. 

 

Conformity declaration and marking of product 

This Certificate must be accompanied with a valid EC Certificate Full Quality Assurance 
System. 
 
When meeting with the terms and conditions above, the producer may draw up an EC 
declaration of conformity and legally affix the CE mark followed by the Notified Body 
identification number of Presafe. 

 
End of Certificate  









Certificato n. 1976/MDDCERTIFICATO CEDichiarazione di approvazione del sistema qualità(Garanzia di qualità della produzione)
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato V, punto 3 e tenendo conto dell’Allegato VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:
mantiene negli stabilimenti di:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italyun sistema qualità che assicura la conformità dei seguenti prodotti:Carte per registrazione ad uso medicoModd. come da documento allegato "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valido solo se provvisto di timbro IMQ. Marca Ceracartaai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed è sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.Riferimento pratiche IMQ:DM17-0017248-01.Questa Dichiarazione di approvazione è rilasciata dall'IMQ S.p.A. quale organismo notificato per la direttiva 93/42/CEE e s.m.i.Il numero identificativo dell'IMQ S.p.A. quale organismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per la certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

Emesso il: 2017-11-18
Data Scadenza: 2022-11-17 IMQ



Certificate No 1976/MDDEC CERTIFICATEProduction Quality Assurance System Approval Certificate
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex VII, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:
manages in the factories of:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italya quality assurance system ensuring the conformity of the following products:Electromedical recording chart paperType ref. as to annexed document "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valid only if provided with IMQ stamp. Trade mark Ceracartawith the relevant metrological requirements of the aforementioned directive (as far as all the manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.Reference to IMQ files Nos:DM17-0017248-01.This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its revised version.Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC Certification of Medical Devices on the basis of the Directive 93/42/EEC”.

Date: 2017-11-18
Expiry Date: 2022-11-17 IMQ

This is a translation of the Italian text, which prevails in case of doubts



ELENCO CARTE DIAGRAMMATE CLASSE I F.M.   REV.15 - 16/10/2017Codice famiglia identificativo Descrizione famiglia22.01 Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)21.01 Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)32.01 Schede e  dischi stampati medicali

                      
     Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Materiale di consumo ed accessori elettromedicali. Carte per apparecchi registratori industriali. Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Etichette radiofrequenza e soluzioni integrate. 

Chart Papers for all electrodiagnostic equipments.Disposable and electromedical accessories. Chart Papers industrial recording instruments. Special rolls and fanfolds for tickets checking systelottery. Rfid labels and chain solutions.   Sede (Head office and works) :   Via Secondo Casadei, 14 - 47122 FORLI� � ITALY  Tel : 0039 0543 780055 � Fax : 0039 0543 781404 http : // www.ceracarta.it � e-mail : info@ceracarta.it. Capitale Sociale :  � 1.000.000 int. vers. Registro Imprese FORLI�-CESENA P.I. / C.F. / VAT.N. IT 00136740404 R.E.A. FORLI� N. 72646 � N. MECC. FO 006863     
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Place and date:

 

For the issuing office:
Bucharest, 07 November 2019 DNV GL – Business Assurance

61 Tunari, 2nd district, RO-020561, 
Bucharest, Romania

   

Daniel Savu
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL Business Assurance B.V., Zwolseweg 1, 2994 LB, Barendrecht, Netherlands. TEL:+31 102922689. www.dnvgl.com/assurance

MANAGEMENT SYSTEM 
CERTIFICATE
Certificate No:
276614-2018-AQ-ROU-RvA

Initial certification date:
17 April 2008

Valid:
16 November 2019 - 15 November 2022

This is to certify that the management system of

BIOSINTEX S.R.L.
4 Vladiceasca Str.,RO 077168, Snagov, Ilfov County, Romania

has been found to conform to the Quality Management System standard:
ISO 9001:2015

This certificate is valid for the following scope:
Design, development, manufacturing and trade of sterile surgical sutures, 
with/ without needles, surgical sterile prosthesis for soft tissues and 
surgical meshes for women urinary incontinence.

 








		2019-09-11T10:47:54+0200
	Kolpus, Tone Elise


		2020-11-20T15:41:24+0200
	Moldova
	MoldSign Signature




